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DETAILED ACTION 

1 . This communication is in response to the amendment filed 6/23/09. Claims 1 , 3- 
5, 7-9, 12-24; 48-53; 55-63. 

Continued Examination under 37 CFR 1.114 

2. A request for continued examination under 37 CFR 1.114, including the fee set 
forth in 37 CFR 1 .17(e), was filed in this application after final rejection. Since this 
application is eligible for continued examination under 37 CFR 1.114, and the fee set 
forth in 37 CFR 1 .17(e) has been timely paid, the finality of the previous Office action 
has been withdrawn pursuant to 37 CFR 1.114. Applicant's submission filed on 6/23/09 
has been entered. 

Claim Rejections - 35 USC §112 

3. The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

4. Claims 12-16, 48-52, and 55-59 are rejected under 35 U.S.C. 112, second 
paragraph, as being indefinite for failing to particularly point out and distinctly claim the 
subject matter which applicant regards as the invention. 

5. Claims 12-16 recite the limitation "the completed application". There is 
insufficient antecedent basis for this limitation in the claim. Claim 61 does not recite an 
application or the step of completing an application. 
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6. Claims 48-52 recite the limitation "the completed application". There is 
insufficient antecedent basis for this limitation in the claim. Claim 62 does not recite an 
application or the step of completing an application. 

7. Claims 55-59 recite the limitations "the completed application" "the application". 
There is insufficient antecedent basis for this limitation in the claim. Claim 62 does not 
recite an application or the step of completing an application. 

Allowable Subject Matter 

8. Claims 1, 19, and 24 are allowed. 



Claim Rejections - 35 USC § 103 

9. The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

1 0. Claims 61 , 3-5, 7-1 0, 1 2-1 4, 1 7-1 8,62, 20-23,63, 48-50,55-57, and 60 are 
rejected under 35 U.S.C. 103(a) as being unpatentable over Knight (USPAP 
2002/0099570) in view McAlindon (US 7,251,609) 

[claim 61] Knight discloses a method for matching patients with clinical trials, 
comprising: 
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- receiving patient profile information for a patient at a server connected to a computer 
network, the patient profile information submitted over the Internet by a user at a 
terminal connected to the network; (par. 68) 

- comparing the patient profile information with acceptance criteria for clinical trials 
stored in a database, the comparison performed by the server; and (par. 52,63,69- 
70) 

automatically, determining whether the patient prequalified for any of the clinical 
trials based on the comparison of the patient profile information with the acceptance 
criteria; and (par. 52,63) 

- notifying the user that the patient has prequalified for any of the specific clinical trial; 
(par. 73 — trial contact information appears) 

presenting to the user a series of questions targeted to the at least one specific 
clinical trial after determining that the patient prequalifies for any of the clinical trials; 
(par. 70) 

- determining whether the user prequalifies for at least one specific clinical trial based 
on the users response to the targeted questions; and (par. 70) 

- storing the responses to the targeted questions, (par. 70-73) 

Claim 61 further recites: 

• receiving acceptance criteria for clinical trials and a series of questions 
targeted to at least one specific clinical trial at a server, wherein the 
acceptance criteria for clinical trials and the series of questions targeted to 
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at least one specific clinical trial are provided over the Internet by a system 
of a clinical trial sponsor or investigator; 

Knight discloses receiving disease and trial information from disease experts, 
(par. 63-64) Knight further discloses that when trials are submitted to the system, 
appropriate screening questions are associated with the trial's eligibility criteria, (par. 
1 28-1 29) Knight does not expressly disclose that the acceptance criteria for clinical 
trials and the series of questions targeted to a specific clinical trial are provided by a 
clinical trial sponsor or investigator. 

McAlindon discloses a system and method wherein the acceptance criteria for 
the clinical trial are received from a clinical trial sponsor or investigator via the Internet 
(col. 3, lines 3-25; col. 6, lines 1-12; col. 18, lines 1-36) At the time of the applicant's 
invention, it would have been obvious to one of ordinary skill in the art to modify the 
method of Knight with the teaching of McAlindon to provide eligibility critieria and 
targeted questions from the clinical trial sponsor or investigator. As suggested by 
McAlindon, one would have been motivated to include this feature to minimize the time 
burdens and delays associated with gathering participants and observations for clinical 
studies. (See McAlindon: col. 2, lines 26-65) 

[claim 3] Knight teaches a method further including providing the user with instructions 
for enrolling in the clinical trial for which the user has prequalified. (par. 73 — the user is 
sent contact information if he/she qualifies) 
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[claim 4] Knight teaches a method further including asking the user a plurality of 
questions and creating a patient profile based on the responses to the plurality of 
questions, (figure 1; par. 68 — e.g. gathering demographic data) 

[claim 5] Knight teaches a method of claim 4, wherein the step of asking the user a 
plurality of questions includes: asking the user one or more static questions; asking the 
user one or more dynamic questions which are selected based on the user's responses 
to other static and dynamic questions; and creating a the patient profile based on the 
responses to the static and dynamic questions. (Figures 1, par. 68, 72-75) 

[claim 7] Knight teaches a method of wherein static questions, dynamic questions, and 
targeted questions are provided with a plurality of answer options, and the user may 
select one or more answer options in order to answer the questions. (Figure 3-6; par. 
75-77) 

[claim 8] Knight teaches a method of claim 7, wherein the user is required to submit an 
answer in a specified format, the specified format being suitable for evaluation by a 
computer program process, (par. 57: e.g. web-based interface) 

[claim 9] Knight teaches a method further including updating the static questions, 
dynamic questions, or answer options, (par. 84-85) 
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[claim 10] Knight teaches a method wherein the network is the Internet, (par. 57: e.g. 
web-based interface; par.75— web pages presented) 



[claims 12-13] Knight discloses a method wherein the user answers several steps of 
questions on-line, wherein the data is submitted by the user on-line and that this data is 
stored on a server. (See 112, 2nd par. regarding "completed application" :Figure 1, 
Figures 29-30) Knight further discloses that user may enroll in or register in a particular 
trial (par. 70) 

[claim 14] Knight teaches a method wherein the patient profile is forwarded to clinical 
trial site (par. 109,125 (See 112, 2nd par. regarding "completed application",), but does 
not expressly disclose that the profile information is sent with the application/consent 
form. McAlindon discloses a method wherein the patient profile is sent with the 
application/consent form to the clinical trial site. (col. 5, lines 6-35) At the time of the 
Applicant's invention, it would have been obvious to one of ordinary skill in the art to 
modify the method of Knight the teachings McAlindon to have the patient online 
application (e.g. consent/enrollment form) and patient profile forwarded to the clinical 
site. As suggested by McAlindon, one would have been motivated to include this 
feature minimizing the time burdens and delays associated with gathering participants 
and observations for clinical studies. (See McAlindon: col. 2, lines 26-65 ) 
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[claim 17] Knight discloses a method wherein the user is provided with a search engine 
that allows the user to search for medical information before selecting a clinical trial, 
(par. 65-68) 

[claim 18] Knight teaches a method wherein the acceptance/matching criteria include 
geographic location, (par. 76/Fig. 4 — geographic location and preferences are match 
criteria) 

[claim 62] Knight discloses a system for matching patients with clinical trials, 
comprising: 

- a server connected to the Internet ;(Figure 29) 

- a data storage device included in the server, and (Figure 29) 

- a database located in the data storage device, the database storing patient profile 
information for a patient and acceptance criteria for a plurality of clinical trials; 
(Figures 29-30, par. 68) 

- the server: 

o comparing the patient profile information with the acceptance criteria for 

the clinical trials stored in the database, (par. 63,69) 
o automatically, determining whether the patient prequalifies for any of the 

clinical trials based on the comparison of the patient profile information 

with the acceptance criteria; and (par. 63) 
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o notifying the user that the patient has prequalified for at least one specific 

clinical trial; (par. 73 — trial contact information appears) 
o presenting to the user a series of questions targeted to the at least one 

specific clinical trial after determining that the patient prequalifies for any 

of the clinical trials; (par. 70) 
o determining whether the user prequalifies for the at least cone specific 

clinical trial based on the user's response to the targeted questions: and 

(par. 70) 

o storing the responses to the targeted questions (par. 70-73) 
Claim 62 further recites: 

• receiving acceptance criteria for clinical trials and a series of questions 
targeted to at least one specific clinical trial at a server, wherein the 
acceptance criteria for clinical trials and the series of questions targeted to 
at least one specific clinical trial are provided over the Internet by a system 
of a clinical trial sponsor or investigator; 

Knight discloses receiving disease and trial information from disease experts, 
(par. 63-64) Knight further discloses that when trials are submitted to the system, 
appropriate screening questions are associated with the trial's eligibility criteria, (par. 
1 28-1 29) Knight does not expressly disclose that the acceptance criteria for clinical 
trials and the series of questions targeted to a specific clinical trial are provided by a 
clinical trial sponsor or investigator. 
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McAlindon discloses a system and method wherein the acceptance criteria for 
the clinical trial are received from a clinical trial sponsor or investigator via the Internet 
(col. 3, lines 3-25; col. 6, lines 1-12; col. 18, lines 1-36) At the time of the applicant's 
invention, it would have been obvious to one of ordinary skill in the art to modify the 
method of Knight with the teaching of McAlindon to provide eligibility critieria and 
targeted questions from the clinical trial sponsor or investigator. As suggested by 
McAlindon, one would have been motivated to include this feature to minimize the time 
burdens and delays associated with gathering participants and observations for clinical 
studies. (See McAlindon: col. 2, lines 26-65) 

[claim 20] Knight teaches a system wherein the database contains information on 
disease records; drug records; clinical trial records; and patient profile records, (par. 66; 
75-77) 

[claim 21] Knight teaches a system wherein a record in the database contains links to 
other related records. (Fig. 30) 

[claim 22] Knight teaches a system wherein the server transmits a plurality of questions 
to the user over the network, the server also transmits a plurality of answer choices for 
each question, the server receives responses from the user, and the server builds a 
patient profile based on the responses. (Figures 1 , par. 68, 72-75) 
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[claim 23] Knight teaches a system wherein the server retrieves a disease/subdisease 
record corresponding to a disease/sub-disease entered by the user, the disease/-sub- 
disease record containing links to question records, the server retrieving the question 
records to access questions to be provided to the user. (Figures 1-2; par. 72) 



[claim 63] Knight discloses a computer executable software code stored on a computer 
readable medium, performing a method for matching patients with clinical trials, 
comprising comprising: 

- receiving patient profile information for a patient at a server connected to a computer 
network, the patient profile information submitted over the Internet by a user at a 
terminal connected to the network; (par. 68) 

- comparing the patient profile information with acceptance criteria for clinical trials 
stored in a database, the comparison performed by the server; and (par. 52,63,69- 
70) 

automatically, determining whether the patient prequalified for any of the clinical 
trials based on the comparison of the patient profile information with the acceptance 
criteria; and (par. 52,63) 

- notifying the user that the patient has prequalified for any of the specific clinical trial; 
(par. 73 — trial contact information appears) 
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presenting to the user a series of questions targeted to the at least one specific 
clinical trial after determining that the patient prequalifies for any of the clinical trials; 
(par. 70) 

- determining whether the user prequalifies for at least one specific clinical trial based 
on the users response to the targeted questions; and (par. 70) 

- storing the responses to the targeted questions, (par. 70-73) 

Claim 63 further recites: 

• receiving acceptance criteria for clinical trials and a series of questions 
targeted to at least one specific clinical trial at a server, wherein the 
acceptance criteria for clinical trials and the series of questions targeted to 
at least one specific clinical trial are provided over the Internet by a system 
of a clinical trial sponsor or investigator; 

Knight discloses receiving disease and trial information from disease experts, 
(par. 63-64) Knight further discloses that when trials are submitted to the system, 
appropriate screening questions are associated with the trial's eligibility criteria, (par. 
1 28-1 29) Knight does not expressly disclose that the acceptance criteria for clinical 
trials and the series of questions targeted to a specific clinical trial are provided by a 
clinical trial sponsor or investigator. 

McAlindon discloses a system and method wherein the acceptance criteria for 
the clinical trial are received from a clinical trial sponsor or investigator via the Internet 
(col. 3, lines 3-25; col. 6, lines 1-12; col. 18, lines 1-36) At the time of the applicant's 
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invention, it would have been obvious to one of ordinary skill in the art to modify the 
method of Knight with the teaching of McAlindon to provide eligibility critieria and 
targeted questions from the clinical trial sponsor or investigator. As suggested by 
McAlindon, one would have been motivated to include this feature to minimize the time 
burdens and delays associated with gathering participants and observations for clinical 
studies. (See McAlindon: col. 2, lines 26-65) 

[claims 48-49] Knight discloses a method wherein the user answers several steps 
of questions on-line, wherein the data is submitted by the user on-line and that this data 
is stored on a server. (See 112, 2nd par. regarding "completed application" :Figure 1 , 
Figures 29-30) Knight further discloses that user may enroll in or register in a particular 
trial (par. 70) 

[claim 50] Knight teaches a method wherein the patient profile is forwarded to clinical 
trial site (par. 109,125 (See 112, 2nd par. regarding "completed application"), but does 
not expressly disclose that the profile information is sent with the application/consent 
form. McAlindon discloses a method wherein the patient profile is sent with the 
application/consent form to the clinical trial site. (col. 5, lines 6-35) At the time of the 
Applicant's invention, it would have been obvious to one of ordinary skill in the art to 
modify the method of Knight the teachings McAlindon to have the patient online 
application (e.g. consent/enrollment form) and patient profile forwarded to the clinical 
site. As suggested by McAlindon, one would have been motivated to include this 
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feature minimizing the time burdens and delays associated with gathering participants 
and observations for clinical studies. (See McAlindon: col. 2, lines 26-65 ) 

[claim 53] Knight further discloses a system claim 19, wherein the user is provided with 
a search engine (i.e. that allows the user to search for medical information before 
selecting a clinical study.) (par. 65-68) 

[claims 55-56] Knight and McAlindon disclose a computer executable software code of 
claim 63 as explained in the rejection of claim 63. 

Knight teaches a method wherein the patient profile is forwarded to clinical trial 
site (par. 109,125 (See 112, 2nd par. regarding "completed application"), but does not 
expressly disclose that the profile information is sent with the application/consent form. 
McAlindon discloses a method wherein the patient profile is sent with the 
application/consent form to the clinical trial site. (col. 5, lines 6-35) At the time of the 
Applicant's invention, it would have been obvious to one of ordinary skill in the art to 
modify the method of Knight the teachings McAlindon to have the patient online 
application (e.g. consent/enrollment form) and patient profile forwarded to the clinical 
site. As suggested by McAlindon, one would have been motivated to include this 
feature minimizing the time burdens and delays associated with gathering participants 
and observations for clinical studies. (See McAlindon: col. 2, lines 26-65 ) 
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[claim 57] Knight and McAlindon disclose a computer executable software code of claim 
63 as explained in the rejection of claim 63. Knight discloses a method wherein the 
user answers several steps of questions on-line, wherein the data is submitted by the 
user on-line and that this data is stored on a server. (See 1 1 2, 2nd par. regarding 
"completed application" :Figure 1 , Figures 29-30) Knight further discloses that user may 
enroll in or register in a particular trial (par. 70) 

[claim 60] Knight and Schmidt disclose a computer executable software code of 
claim 63 as explained in the rejection of claim 63. 

Furthermore Knight discloses a method wherein the user is provided with a 
search engine that allows the user to search for medical information before selecting a 
clinical study, (par. 65-68) 

11. Claims 15-16, 51-52, and 58-59 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Knight, and McAlindon as applied to claims 61-63, and in further view 
of Kraftson etal (USPN 6,151,581). 

[claim 15] Knight discloses a method wherein non-identifying patient information 
maybe forwarded to the trial site (par. 82) and also discloses that the system is 
designed to protect patient sensitive patient data (par. 125). However, Knight does not 
expressly disclose that the patient record and application include a patient ID to conceal 
the patient's identity. Kraftson teaches a system/method wherein a random ID number 
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is assigned to a patient's profile and questionnaire to conceal/protect the patient's 
identity, (col. 12, lines 53-62) 

At the time of the Applicant's invention, it would have been obvious to one of 
ordinary skill in the art to modify the method of Knight and McAlindon with the teaching 
of Kraftson to store the patient's information with a patient ID number. As suggested by 
Kraftson, one would have been motivated to include this feature to ensure that the 
patient is free to answer questions honestly and accurately with fear that his/her 
information will be divulged, (col. 12, lines 35-49) 

[claim 16] Knight teaches a method/ system further including notifying the clinical trial 
sponsor when the user submits patient information/registration information to the clinical 
trial site. (par. 131 e.g. sharing data with pharmaceutical companies) However, Knight 
does not expressly disclose that the sponsor is notified when the patient enrolls/ 
consents to participation in the study. 

McAlindon discloses a system and method in which the clinical trial sponsor is 
notified when a completed application/consent form is submitted to a clinical trial site, 
(see 112, 2nd paragraph rejection regarding "the completed application" -see Figure 2, 
col. 6, lines 1 9-25). At the time of the Applicant's invention, it would have been obvious 
to one of ordinary skill in the art to modify the method/system of Knight with the teaching 
of McAlindon to notify clinical trial sponsors when users have submitted an 
application/enrolled in the study. As suggested by McAlindon, one would have been 
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motivated to include this feature to expedite the data gathering process from qualified 
candidates . (col. 1, line63-col. 2, line 10) 

[claim 51] Knight discloses system a wherein non-identifying patient information maybe 
forwarded to the trial site (par. 82) and also discloses that the system is designed to 
protect patient sensitive patient data (par. 125). However, Knight and McAlindon do not 
expressly disclose that the patient registration information and application include a 
patient ID to conceal the patient's identity. 

Kraftson teaches a system/method wherein a random ID number is assigned to a 
patient's profile and questionnaire to conceal/protect the patient's identity, (col. 12, lines 
53-62) At the time of the Applicant's invention, it would have been obvious to one of 
ordinary skill in the art to modify the system of Knight and Schmidt in combination with 
the teaching of Kraftson to store the patient's information with a patient ID number. As 
suggested by Kraftson, one would have been motivated to include this feature to ensure 
that the patient is free to answer questions honestly and accurately with fear that his/her 
information will be divulged, (col. 12, lines 35-49) 

[claim 52] Knight discloses a server notifying the clinical study sponsor when the user 
submits patient information/registration information to the clinical study site. (par. 131). 
However, Knight does not expressly disclose that the sponsor is notified when the 
patient enrolls/ consents to participation in the study. 
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McAlindon discloses a system and method in which the clinical trial sponsor is 
notified when a completed application/consent form is submitted to a clinical trial site, 
(see 112, 2nd paragraph rejection regarding "the completed application" -see Figure 2, 
col. 6, lines 1 9-25). At the time of the Applicant's invention, it would have been obvious 
to one of ordinary skill in the art to modify the method/system of Knight with the teaching 
of McAlindon to notify clinical trial sponsors when users have submitted an 
application/enrolled in the study. As suggested by McAlindon, one would have been 
motivated to include this feature to expedite the data gathering process from qualified 
candidates . (col. 1, line63-col. 2, line 10) 

[claim 58] Knight and McAlindon teach a computer readable medium with executable 
code as explained in the rejection of claim 63. 

Furthermore, Knight discloses method a wherein non-identifying patient 
information maybe forwarded to the trial site (par. 82) and also discloses that the 
system is designed to protect patient sensitive patient data (par. 125). However, Knight 
and McAlindon do not expressly disclose that the patient registration information and 
application include a patient ID to conceal the patient's identity. 

Kraftson teaches a system/method wherein a random ID number is assigned to 
a patient's profile and questionnaire to conceal/protect the patient's identity, (col. 12, 
lines 53-62) At the time of the Applicant's invention, it would have been obvious to one 
of ordinary skill in the art to modify the method of Knight and McAlindon with the 
teaching of Kraftson to store the patient's information with a patient ID number. As 
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suggested by Kraftson, one would have been motivated to include this feature to ensure 
that the patient is free to answer questions honestly and accurately with fear that his/her 
information will be divulged, (col. 12, lines 35-49) 

[claim 59] Knight and McAlindon teach a computer readable medium with executable 
code as explained in the rejection of claim 63. 

Furthermore, Knight discloses a method further including a server notifying the 
clinical study sponsor when the user submits patient information/registration information 
to the clinical study site. (par. 131) However, Knight does not expressly disclose that 
the sponsor is notified when the patient enrolls/ consents to participation in the study. 

McAlindon discloses a system and method in which the clinical trial sponsor is 
notified when a completed application/consent form is submitted to a clinical trial site, 
(see 112, 2nd paragraph rejection regarding "the completed application" -see Figure 2, 
col. 6, lines 1 9-25). At the time of the Applicant's invention, it would have been obvious 
to one of ordinary skill in the art to modify the method/system of Knight with the teaching 
of McAlindon to notify clinical trial sponsors when users have submitted an 
application/enrolled in the study. As suggested by McAlindon, one would have been 
motivated to include this feature to expedite the data gathering process from qualified 
candidates . (col. 1, line63-col. 2, line 10) 

Conclusion 

12. The prior art made of record and not relied upon is considered pertinent to 
applicant's disclosure: 
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Soetikno, Roy et al , "Quality of Life Research on the Internet: Feasibility and Potential 
Biases in Patients with Ulcerative Colitis." Nov/ Dec. 1997, Journal of the American 
Medical Informatics Association; vol. 4, no. 6, pp. 426-435.. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to RACHEL L. PORTER whose telephone number is 
(571)272-6775. The examiner can normally be reached on M-F, 9:30-6:00. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, (Christopher) Luke Gilligan can be reached on (571) 272-6770. The fax 
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